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(3) For measuring an analyte that 
serves as a surrogate marker for 
screening, diagnosis, or monitoring 
life-threatening diseases such as ac-
quired immune deficiency syndrome 
(AIDS), chronic or active hepatitis, tu-
berculosis, or myocardial infarction or 
to monitor therapy; 

(4) For assessing the risk of cardio-
vascular diseases; 

(5) For use in diabetes management; 
(6) For identifying or inferring the 

identity of a microorganism directly 
from clinical material; 

(7) For detection of antibodies to 
microorganisms other than 
immunoglobulin G (IgG) or IgG assays 
when the results are not qualitative, or 
are used to determine immunity, or the 
assay is intended for use in matrices 
other than serum or plasma; 

(8) For noninvasive testing as defined 
in § 812.3(k) of this chapter; and 

(9) For near patient testing (point of 
care). 

[65 FR 2322, Jan. 14, 2000] 

Subpart B—Diagnostic Devices 
§ 892.1000 Magnetic resonance diag-

nostic device. 
(a) Identification. A magnetic reso-

nance diagnostic device is intended for 
general diagnostic use to present im-
ages which reflect the spatial distribu-
tion and/or magnetic resonance spectra 
which reflect frequency and distribu-
tion of nuclei exhibiting nuclear mag-
netic resonance. Other physical param-
eters derived from the images and/or 
spectra may also be produced. The de-
vice includes hydrogen-1 (proton) imag-
ing, sodium-23 imaging, hydrogen-1 
spectroscopy, phosphorus-31 spectros-
copy, and chemical shift imaging (pre-
serving simultaneous frequency and 
spatial information). 

(b) Classification. Class II. 

[53 FR 5078, Feb. 1, 1989] 

§ 892.1100 Scintillation (gamma) cam-
era. 

(a) Identification. A scintillation 
(gamma) camera is a device intended 
to image the distribution of radio-
nuclides in the body by means of a pho-
ton radiation detector. This generic 
type of device may include signal anal-

ysis and display equipment, patient 
and equipment supports, radionuclide 
anatomical markers, component parts, 
and accessories. 

(b) Classification. Class I (general con-
trols). 

[55 FR 48443, Nov. 20, 1990, as amended at 66 
FR 46953, Sept. 10, 2001] 

§ 892.1110 Positron camera. 

(a) Identification. A positron camera 
is a device intended to image the dis-
tribution of positron-emitting radio-
nuclides in the body. This generic type 
of device may include signal analysis 
and display equipment, patient and 
equipment supports, radionuclide ana-
tomical markers, component parts, and 
accessories. 

(b) Classification. Class I (general con-
trols). 

[55 FR 48444, Nov. 20, 1990, as amended at 66 
FR 46953, Sept. 10, 2001] 

§ 892.1130 Nuclear whole body 
counter. 

(a) Identification. A nuclear whole 
body counter is a device intended to 
measure the amount of radionuclides 
in the entire body. This generic type of 
device may include signal analysis and 
display equipment, patient and equip-
ment supports, component parts, and 
accessories. 

(b) Classification. Class I (general con-
trols). The device is exempt from the 
premarket notification procedures in 
subpart E of part 807 of this chapter, 
subject to the limitations in § 892.9. 

[53 FR 1567, Jan. 20, 1988, as amended at 59 
FR 63015, Dec. 7, 1994; 66 FR 38818, July 25, 
2001] 

[55 FR 48444, Nov. 20, 1990] 

§ 892.1170 Bone densitometer. 

(a) Identification. A bone densitom-
eter is a device intended for medical 
purposes to measure bone density and 
mineral content by x-ray or gamma 
ray transmission measurements 
through the bone and adjacent tissues. 
This generic type of device may in-
clude signal analysis and display equip-
ment, patient and equipment supports, 
component parts, and accessories. 

(b) Classification. Class II. 
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